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Filed: February 27, 2002 
AMENDMENT AND RESPONSE 



In the Claims 



I (currently amended) A solid, self-bioadhcsivc composition for topical application that 
adheres to oral mueosal tissue comprising: 

(a) a ^rapcuticallxeflecli Wettotive amount of at least one agent selected Iromthe 
gmup_of herbal and h o meopa thic active agef* agents and drugs, 

\yhereinjb^^ selected Irom the group consisting of 

bioactivc herbs, herbal extracts, tinctures, essential oils, and mixtures thereof*^ age** and 

the druus_arc selected from the group consisting of analgesics, anti-inflammatorics, 
antihistamines, antigens, steroids other than anti-inflammalorics, ant i mic robi al drugs, vitamins, 
enzymes, antipyretics, antimalarial drugs, antiulcer drugs, peptides, and combinations thereof, 
^^in.the^gem ^ amou nt, which is l ess t han o therap eutically 

fC^.i i*>«.* /\iv>/\nn< » '4 r*w I 
I IVvLTTv uiiiv v« ■ «-, u.iiu 

(b) a pharmaceutical ly acceptable solid bioadhesivc carrier com prising a 
mucoadhesiv^^ >n an amount from about 40 to 99 percent 
based on the weight of the whole composition in a form suitable for administration and adhesion 
to the oral mucosa. 

2. (previously presented) The solid composition of claim 1 wherein the composition is 
in the form of a disc of 2 to 15 mm diameter and 0.4 to 2.3 mm thick that adheres to the oral 
mucosal tissue for al least 30 minutes. 



< 5()57v72vl 2 = « 



PAGE 508 * RCVD AT 12/2312005 10:16:37 PM [Eastern Standard Time] 1 SVR:USPTO-EFXRF-6/25 1 DNIS:2738300 1 CSID:706 283 7737 ' DURATION (mnw$):0R6 



Deo '23 05 10:17p ' Patrea L, Pabst 



70G 283 7737 



p.B 



U.S.S.N. 10/083,413 
Filed: Tcbruary 27, 2002 
AMENDMENT AND RESPONSE 

3. (previously presented) The solid composition of claim 1 where the composition is in 
the form ofa disc 5 lo 1 1 mm in diameter and 1 to 2 mm thick with tissues adherence of at least 
I hour. 

4. (previously presented) The composition of claim 1 wherein the herbal active agent is 
selected from the group consisting of anti-inflammatory, analgesic, antiaching, anesthetic, 
antimicrobial, antifungal, antiseptic, antiviral, antibiotic, antiparasite agents, and combinations 
thereof. 

5. (canceled) 

6. (currently amended) The composition of claim 1 wherein the herbal ae+ive a gent or 
and homeopathic agent is agents arc selected from the group consisting of Echinacea, Salvia 
officinalis, Hypericum, Myrrh, Camphoria, Uncaria, menthol, Plantago, Baptisia, Calendula, 
Phytolacca, Catechu black, Coneflower, Krameria, Tsuga, grape fruit seed extract, Rosmarinus, 
Styrax, Crataegus, GJycerrhixa, Angelica, Kramerica, Matricaria. Mallow, Propolis, Sage, 
berberinc from hydrastis canadensis L. P plant family Kerheridaccac, gentian from the 
gentianaccac family of plants for the treatment of fungal infections, monoterpenes of three 
unsaturations, Taraxacum extract, I^oniccra flower extract, Scutellaria root extract, Gardenia fruit 
extract. Pulsatilla root extract, Pueraria root extract. Radix gentianae I^ongdancao antifungal 
agent, and combinations thereof. 

7. (previously presented) The composition of claim 1, wherein the herbal active agent is 
an essential oil selected from the group consisting of citmnella oil, lemon oil, citron oik pomelo 
peel oil, ccdarwood oil, juniper berries oil, lemon basil oil, Rosmarinus officinalis oil, cinnamon 

450.V7972V! ^ 1*1*1.102 
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oil, cajepul oil, eucalyptus oil fennel oil, geranium oil giroflc oil lavendar oil, clove oil 
spearmint oil, myrtle oil oregano oil pine oil, rosemary oil sarrietle oil thyme oil tea-tree oil 
and combinations thereof. 

8. (previously presented) The composition of claim 7, wherein the herbal active agent is 
an essent ial oil selected from the group consisting of cinnamon oil tea-tree oil citronclHi oil and 
combinations thereof. 

9. (previously presented) The composition of claim 6, wherein the herbal active agent 
comprises at least one monolerpcne with three unsaturations. 

10. (previously presented) The composition of claim 1. wherein the herbal active agent 
is an essential oil and the essential oil is a natural or synthetic mixture consisting of limonene 
and at least one myrcene, a-pinene, b-pinenc. and sabinene characterized in that at least 60% by 
weight of the mixture is limonene. 

1 1 . (previously presented) The composition of claim 0, wherein the monoterpene with 
three unsaturations is a citrus oil selected from the group consisting of lemon oil, pomelo oil 
citron oil and combinations thereof. 

12. (previously presented) The composition of claim U further comprising a salt 
selected from the group consisting ofMgB^, NaCl, KC1 and mixtures thereof 

13. (canceled) 

14. (previously presented) The composition of claim 1 further comprising Carnallitc or a 
salt ol'Carnallite. 

45057972vl A Km. 102 
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15. (previously presented) The composition of claim I , further comprising a non-herbal 
active agent. 

16. (previously presented) The eomposition or claim 1 5, wherein the agent is selected 
from the group consisting of at least one base or acid-addition salt of procaine, lidocaine, 
prilocaine, mcpivacaine, dyclonine, dibucaine, benzocaine, chloroprocaine, tetracaine, 
bupivacaine, and ctidocainc. 

17. (previously presented) The composition of claim 15, wherein the non-herbal active 
agent is selected from the group consisting of at least one base or acid-addition salt of 
dexamethasone, triamcinolone, hydrocortisone, amphoterieinc B, nystatin, itraconazole, 
chlorhexidinc, quaternary ammonium salts, parabens, and dexlrcinasc enzymes. 

18. (cancelled) 

19. (previously presented) The composition of claim 1, wherein the active agent consists 
of a mixture of natural or synthetic monoterpencs with three unsaturations selected from the 
group consisting oflimonene, myrccne, pineries, sabinene, and terpinenc. 

20. (previously presented) The composition of claim 1 5 comprising a citron oil and 
Carnallite salt at a ratio between 1 : 1 0 and 1:1. 

21 . (previously presented) The composition of claim 15 comprising a citron oil and 
Carnallite salt at a ratio between 1:10 and 1 : 1 and a local anesthetic selected from the group 
eoasisting of lidocaine, benzocainc, and bupivecaine. 

d505*W2vl 5 mil ! <>2 



PAGE 8/28' RCVD AT 12/2312005 10:16:37 PM [Eastern Standard Time] 1 $VR:USPTO-EFXRF-6J25 • ONIS:2738300 * C$ID:706 283 773? ' DURATION (mm-s$):0W6 



Dec 23 05 10:18p " Patrea L« Pabst 



706 283 7737 



U.S.S.N. 10/083,413 
I'ilcd: February 27, 2002 
AMENDMENT AND RESPONSE 

22. (currently amended) The composition of claim 1, wherein the solid bioadhesive 
carrier is selected from the group consisting of a natura l, s emisynth e t ic or crosslinked synthetic 
^ytyhy^ri^^ Iyrner, a polycarhoxylic acid polymer and mixtures thereof. 

23. (currently amended) The composition of claim 22 I wherein the polyhydrie polymer 
is a copolyme r of jansjgr mo re polyme rs selected from the group consisting of hydroxypropyl 
cellulose, hydroxypropyl melhylccllulose, hydroxyethylccllulose, carboxymcthyl cellulose, 
dcxlran, arabinogalaelan, pullulan, guar-gun% hyaluronic acid, pectins, starch derivatives, acrylic 
acid polymers, polymer of acrylic acid esters, acryti c ao i d copo lymers; polymers orvinyl 
alcohols, alkoxy polymers, polyethylene oxide polymers, polyelhers and combinations thereof. 

24. (previously presented) The composition of claim 1 further comprising an exciptent 
selected from the group consisting of fillers, tablcting excipicnts, lubricants, enhancers, flavors, 
taste-masking agents, pi 1 controlling compounds, dyes, stabilizers, enzyme inhibitors, and 
mixtures thereof. 

25. (previously presented) The composition of claim 24 wherein the enhancers are 
selected from the group consisting of bile acids and limonene. 

26. (currently amended) The composition of claim 22 wherein the solid bioadhesive 
carrier is selected from polyacrylic acid polymers lightly crosslinked with a polymer selected 
from the group consisting of polyalkcnyl polyether, earboxymethylceullose, 
hydroxymethylcellulose, and mixtures thereof 

Claims 27-37. (canceled) 

45057972V 1 6 Kltt.Htt 
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38. (previously presented) The composition of claim K wherein the composition has a 
surface area ranging from about 0.4 to about 3 cm 2 . 



Kill. 1(12 
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